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DETAILED ACTION 
Status 

Applicant's reply filed 8/30/2007 is acknowledged. Claims 1-50 are pending in 
the application, of which claims 1-36, 41, 42, 45-47 and 49 have been withdrawn from 
consideration pursuant to 37 CFR 1.142(b) as being drawn to a non-elected invention 
and/or species, there being no allowable generic or linking claim. Election was made 
without traverse in the reply filed on 04/09/2007. 

The rejection of claims 37-40, 43, 44, 48 and 50 under 35 U.S.C. 112, 2 nd 
paragraph made in OA 05/30/2007 is withdrawn in view of Applicant's amendment. 

With regard to claims 39, 40, 43 and 50, which were also regarded as vague and 
indefinite based on the limitation "wherein a region that contains, at a high frequency, a 
position(s) unique to Vibrio vulnificus as specified in claim 38 is used", the rejection is 
maintained for the reasons of record and reiterated below. 

The rejection of claims 37-40, 43, 44, 48 and 50 under 35 U.S.C. 112, 1 st 
paragraph made in OA 05/30/2007 is maintained for the reasons already of record and 
reiterated below. Applicant's arguments are addressed following the rejection. 

The rejection of claims 37-40, 43, 44, 48 and 50 under 35 U.S.C. 102(b) made in 
OA 05/30/2007 is maintained for the reasons of record and reiterated below. 
Applicant's arguments are addressed following the rejection. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 39, 40, 43 and 50 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 39, 40, 43 and 50 are vague and indefinite because claim 39 recites the 
limitation "wherein a region that contains, at a high frequency, a position(s) unique to 
Vibrio vulnificus as specified in claim 38 is used". The instant specification was 
searched for the term "frequency". Other than the claims, this term only appears in the 
following text: "a gene that is transmitted horizontally at a high frequency" (paragraph 
[0009] of the published application). The public would have no idea what Applicant 
considers to be "a high frequency", and therefore the metes and bounds of claim 39 are 
unclear. Because claims 40, 43 and 50 depend from claim 39, these claims are also 
vague and indefinite. It is also noted that the limitation "wherein a region that contains, 
at a high frequency, a position(s) unique to Vibrio vulnificus as specified in claim 38 is 
used" is a recitation of intended use and therefore carries no patentable weight. For 
purposes of further examination, this limitation will not be considered to distinguish over 
any prior art that teaches the structure of the claimed primer. 

Response to Arguments 

Applicant's arguments filed 8/30/2007 have been fully considered but they are 
not persuasive. Applicant has made no amendments to these claims, nor presented 
any argument addressing this issue. Therefore the rejection is maintained. 

Claim Rejections - 35 USC § 112— Written Description 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12f 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 37-40, 43, 44, 48 and 50 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

For claim 37, the problem stems from the manner in which the claim is written: "A 
fragment of a polynucleotide having a sequence of SEQ ID NO: 3" is met by any 
polynucleotide having a sequence of SEQ ID NO:3 (even a two nucleotide segment of 
SEQ ID NO:3. With regard to the limitation "wherein the fragment comprises two or 
more nucleotides at any of positions 9, 81, 138...", claim 37 is met by any nucleic acid 
sequence containing two or more nucleotides found at the recited positions in SEQ ID 
NO: 3 (for example, a "T" residue, which is found at position 153 of SEQ ID NO: 3). In 
other words, any polynucleotide that contains as little as a two nucleotide sequence 
found within SEQ ID NO:3, and in addition contains two nucleotides found at the recited 
positions of SEQ ID NO:3, falls within the scope of the claim. As an illustration, 
consider the following sequence, typed at random by the examiner: 

C^GTATAGTACCTCGAAATCGGTTCGCGATTAGAACCA 

This sequence has a sequence of SEQ ID NO:3. As seen in SEQ ID NO:3 
below, the sequence CC occurs at the beginning. This sequence of SEQ ID NO:3 is 
found in the random sequence above. Also, the random sequence above comprises all 
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four of the natural nucleotides, and therefore also comprises two or more nucleotides 
found at the recited positions of SEQ ID NO: 3. 

<210> SEQ ID NO 3 
<Z11> LENGTH: 648 
<212> TYPE: DNA 

<213> ORGANISM: Artificial Sequence 
<220> FEATURE: 

<223> OTHER INFORMATION: Descritpion of Artificial Sequence: consensus sequence of the 

recA gene of the cluster to which Vibrio vulnificus belongs 
<220> FEATURE: 

<221> NAME /KEY: misc_feature 

<222> LOCATION: (330).. (330) 

<223> OTHER INFORMATION: n is a, c, g, or t 

<400> SEQUENCE: 3 

ccaatgggcc gtatcgttga aetttttggt ccagaatctt caggtaaaac cacgttgacc 60 
cttgagctga tcgctgcrgc tcaacgtgaa ggcaaaactt gtgcgtttat cgatgcygag 120 
cacgcgttrg atcctgtgta tgcgaagaar cttggcgtua atatcgacca rttrttggta 180 
tctcagccyg ayacbggtga acaagcrttg gaaatctgtg atgckcttgc tcgctcaggk 240 
gcggttgayg ttattgttgt cgaytctgtk gcmgcattga crccaaaggc agaaatygaa 300 
ggtgagatgg gygaytcgca catgggtctn caagctcgta tgctmtctca agcgatgcgt 360 
aagytaacgg gkaacctaaa rcagtctaac tgtatgtgta tcttcatyaa ccagatycgt 420 
atgaagatyg gkgtgatgtt tggtaaycca gaaaccacaa crggtggtaa cgcuctgaaa 480 
ttctacgctt ctgtucgtct tgatattcgc cgtactggtg cratcaaaga aggygatgag 540 
gtmgtgggta aygaaacgcg yatcaaagtg gtgaagaata agate getge gccgtttaaa 600 
gaagecaaya cycaaattat gtayggecar ggewttaace gygaeggy 648 


A similar interpretation can be made for claims 38 and 48, which require only that 
the claimed primer/probe comprises at least 15 nucleotides, and comprises two or more 
nucleotides found at the recited positions of SEQ ID NO: 3. Therefore, the claims 
define an incredibly broad genus of possible polynucleotides. As all claims depend from 
either claim 37, 38, or 48, all claims are likewise rejected under this section. 

As stated in MPEP 2163 (ll)(A)(3)(a)(ii), the written description requirement for a 
claimed genus may be satisfied through sufficient description of a representative 
number of species by actual reduction to practice , reduction to drawings , or by 
disclosure of relevant, identifying characteristics , i.e., structure or other physical and/or 
chemical properties, by functional characteristics coupled with a known or disclosed 
correlation between function and structure, or by a combination of such identifying 
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characteristics, sufficient to show the applicant was in possession of the claimed genus. 
Reduction to practice : , 
The sequence of SEQ ID NO: 3 is disclosed, as are the sequences of SEQ ID 
NOS: 17-20 which are apparently derived from SEQ ID NO: 3. However, as noted 
above, the claims as currently written encompass a genus far beyond the disclosure of 
SEQ ID NO: 3. The claims read, for example, on gene fragments from genes encoding 
the RecA homologs from other species (since these homologous genes undoubtedly 
contain one or more nucleotides that are found at the recited positions of SEQ ID NO: 
3). There is no written description of such homologous genes. Indeed, the claims as 
written structurally require, at most, a polynucleotide of at least 15 nucleotides, which 
contain a nucleotide found at one of the recited positions in SEQ ID NO: 3, and which 
could be used as a primer or probe for detecting Vibrio vulnificus (claims 38-40, 43, 44 
and 48) or could be used to design such a primer or probe (claims 37, 50). In other 
words, the claims are not limited to the sequences within the disclosed SEQ ID NO: 3. 
Reduction to drawings : 

There is a drawing (figure 4) depicting a sequence for recA, presumably the 
same as SEQ ID NO: 3. 

Relevant identifying characteristics : 

Applicant has disclosed the sequence of SEQ ID NO: 3, but has not identified 
relevant identifying characteristics of the genus encompassing any polynucleotide 
greater than 15 nucleotides in length, containing a nucleotide found at recited positions 
of SEQ ID NO: 3, that could be used as a primer or probe, or used to design a primer or 
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probe, for quantifying, detecting or identifying Vibrio vulnificus. It seems that Applicant 
is attempting to claim fragments of the sequence of SEQ ID NO: 3 that encompass 
certain positions of the sequence. Applicant is advised to amend the claims so that 
broader claim interpretations, which result in an unintentionally large and undescribed 
genus, do not apply. 

Response to Arguments 

Applicant's arguments filed 8/30/2007 have been fully considered but are not 
persuasive. Applicant relies solely on the amendment to the claims to overcome the 
rejection (section III, page 13 of the response). The amendment does not overcome the 
rejection, because the claim is written in such a way as to encompass a very large and 
undescribed genus, as discussed in the rejection above. 

Applicant may wish to consider an amendment that requires the claimed 
polynucleotide to comprise a sequence of some number of contiguous nucleotides 
found within SEQ ID NO:3, which encompasses two or more of the positions recited in 
the claims. For example, "a polynucleotide comprising a sequence of 15 contiguous 
nucleotides found within the sequence of SEQ ID NO:3, wherein said sequence 
comprises positions 138 through 153 of SEQ ID NO:3". This language defines a core 
structure which, as discussed in the rejection above, discloses the relevant, identifying 
characteristics of the genus. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 


Application/Control Number: 10/524,860 Page 8 

Art Unit: 1637 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 37-40, 44 and 48 are rejected under 35 U.S.C. 102(b) as being 
anticipated by GenBank® Gl:16565115, 1-Nov-2001, [online], [retrieved on 5/22/2007], 
retrieved from the Internet: <URL: 

www.ncbi.nlm.nih.gov/entrez/viewer.fcgi71 65651 15:OLD1 2:801 996> 

37. (currently amended): A geHe-fragmcnt represented - by - of a polynucleotide having a 
nucleotide sequence of SEP ID NO: 3, wherein the fragment comprises which contains one or 
more nucleotides at any of two or more nucleotide?; at any of positions 9, 81. 138, 153, 172, 180, 
20K, 228, 237, 288, and 540 m^-gef*H^^ ID NO: 3~«Hhe^w«ee 

listing, mid position s being unique to the i'ihrio vuimfiom bacterial group, whore sa i d gene 

gene a mplific a ti o n pfimefHrH^^ 

With regard to claim 37, GenBank® GM65651 15 discloses a nucleotide 
sequence of 543 nucleotides that is a "fragment of a polynucleotide having a nucleotide 
sequence of SEQ ID NO: 3". An alignment of SEQ ID NO: 3 with GenBank® 
Gl: 165651 15 is shown below. It is noted that GenBank® Gl: 165651 15 positions 238- 
258 correspond exactly to positions 133-153 of SEQ ID NO: 3 (and thus also the 
elected species of SEQ ID NO: 17). This particular region is underscored in the 
alignment below. GenBank® Gl: 165651 15 is from Vibrio vulnificus and can be used for 
designing a specific gene amplification primer or a specific probe (in fact this sequence 
could itself serve as a specific gene amplification primer or a specific probe). 
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With regard to claim 38, GenBank® GL165651 15 contains at least 15 continuous 
nucleotides, including nucleotides found at positions 133-153 of SEQ ID NO: 3, and can 
be used as a gene amplification primer. 

With regard to claim 39, the limitation "wherein a region that contains, at a high 
frequency, a position(s) unique to Vibrio vulnificus as specified in claim 38 is used" is a 
recitation of intended use that does not structurally distinguish over the primer disclosed 
by Gen Bank® Gl : 1 6565 115. 

With regard to claim 40, GenBank® Gl:165651 15 contains at least 15 continuous 
nucleotides, including nucleotides found at positions 133-153 of SEQ ID NO: 3, and can 
be used as a gene amplification primer. 

With regard to claim 44, GenBank® Gl:165651 15 positions 238-258 correspond 
exactly to positions 133-153 of SEQ ID NO: 3 (and thus also the elected species of SEQ 
ID NO: 17). This particular region is underscored in the alignment below. The entire 
sequence of GenBank® Gl:16565115 can be used as a gene amplification primer, and 
it "contains" SEQ ID NO: 17. 

With regard to claim 48, as discussed above, GenBank® Gl:16565115 positions 
238-258 correspond exactly to positions 133-153 of SEQ ID NO: 3. GenBank® 
Gl:16565115 also contains 15 or more continuous nucleotides and can be used as a 
probe for detecting, quantifying or identifying Vibrio vulnificus. 
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Sequence 1: lcl|SEQID NO 3 
Length = 648(1 ..648) 


Sequence 2: gijl6565113|gblAP31153S.HV ibrio vulnificus strain 9067-96 recombinase A (recA) gene, 
Length = 543 (1 ..543) 


ial cds. 



I II 

NOTErBitscof e and expect value are calculated based on the size of the nr database. 

NOTEif protein translation is reversed, please repeat the search with reverse strand of die query sequence. 


Score » 797 bits (402) , Expect • 0,0 
Identities - 404/434 (93%J, Gaps - 0/434 (0%) 
Strand^Plus/ Plus 

Query 1 CCAAXGGGCCGTAICGTTGAAATTTTTGGTCCAGAATCXTCAGGTAAAACCACGITGACC 60 

I I 1 I t 1 I I I 1 1 I I I I I I I ! I I I I ! 1 I I I 1 1 ! 1 1 ! I 1 1 I I 1 1 1 1 I I 1 I I 1 I i 1 ! I I ! I I I I 
Sb j c t 106 CCAATGGGCCGTATCGXIGAAATTTTTGGICCAGAAICIICAGGTAAAACCACGXTGACC 165 

Query 61 CTXGAGCTGATCGCTGGRGCTCAACGTGAAGGCAAAACTTGTGCGTXTATCGATGCYGAG 120 

I iniMHMMMl! IflllllltllliltilSllllllliliitflliliSl 1 I I 
Sb j c t 166 CXXGAGCTGAXCGCXGCGGCXCAACGXGAAGGCAAAACTXGTGCGTXTAXCGAXGCCGAG 225 

Query 12 1 CACGCGXXRGATCCXGXGXAXGCGAAGAARCTXGGCGTWAAXATCGACCAEXTRXTGGXA ISO 

I I II II 11 i II I M I I I i I f M I M f M III I Mi i I II I I li II I I II 111111 
Sb jet 22 6 CACGCGXXGGAXCCXGXGXAXGCGAAGAAGCXXGGCGXXAAXAXCGACCAGXXGXXGGXA 225 


Query 181 TCXCAGCCYGAYvlCBGGXGAACAAGCRXXGGAAAXCXGXGAXGCKCXTGCTCGCTCAGGK 240 

i i 1 1 i 1 1 f 1 1 ii 1 1 1 1 1 1 1 1 i 1 1 Miimiimif in Minimum 

Sb j ct 286 XCXCAGCCCGA»CCGGXGAACAAGCAXTGGAAATCTGXGAXGCTCXXGCXCGCXCAGGX 345 

Query 241 GCGGXTGAYGXTAXTGXXGXCGAxTCXGXXGCMGCATTGACRCCAAAGGCAGAAAXYGAA 300 

MIIIIM MMMMMMM Mill M MMMM M I M M 1 M M M Ml 
Sbjct 346 GCGGXXGACGXTAXTGXTGXCGACXCTGXXGCAGCAXXGACACCAAAGGCAGAAATCGAA 405 

Query 301 GGXGAGAXGGGYGAYXCGCACAXGGGTCTNC^GCXCGXAXGCXOTCXCAAGCGAXGCGX 360 

llimmil M MMMMMMM MMMMMMM MMMMMMIM 
Sbjct 406 GGX GAGAX GGGCGACTCGCACAXGGGXCXX CAAGCX CGX AX GCT AX CTCAAGCGATGCGX 465 

Query 361 AAG YX AACGGGXAACCXAAARCAGTCX AACXGXAXGXGXAX CXX CAX YAACCAGAX YCGX 420 

Ml II M I M MMMM M II M M M M M M M I M I M M MMMM Ml 
Sbjct 4 66 AAGXX AACGGGXAACCXAAAGCAGXCTAACXGX AX GXGX AX CXX CAXCAACCAGAXCCGX 525 

Query 421 AXGAAGAX YGGKGX 434 

MMMM II 11 
Sbjct 526 AXGAAGAXXGGXGX 539 
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Response to Arguments 

Applicant's arguments filed 8/30/2007 have been fully considered but are not 
persuasive. Applicant relies solely on the amendment to the claims to overcome the 
rejection (section IV, page 13 of the response). The amendment does not overcome 
the rejection, as discussed in the rejection above. 

Claims 37-40, 43, 44, 48 and 50 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Random Primer 24, sold by New England Biolabs (see page 121 of the 
1998/99 New England Biolabs Catalog; this reference was cited and supplied in a 
previous Office action). 

Random Primer 24 contains every possible 24-nucleotide sequence. The 
following calculations rely on facts provided on page 284 of the catalog, specifically the 
mass of 1 .0 A 2 6o unit of single-stranded DNA and the molecular weight of single- 
stranded DNA per nucleotide (i.e. half the weight of a double-stranded DNA per 
basepair): 

Random 24-mer: 
Molecular weight of 24-mer: 

24 x 325 daltons/nucleotide = 7,800 daltons = 7,800 g/mol 

Number of possible 24-mers: 
4 24 = 2.8 x 10 14 molecules 

How many molecules of 24-mer in a vial sold by NEB: 

1 A 2 eo unit = 33 ng = 3.3 x 10' 5 g 

3.3 x 10" 5 g 7,800 g/mol = 4.2 x 10 -9 mol 

(4.2 x 10' 9 mol) x (6.02 x 10 23 molecules/mol) = 2.5 x 10 15 molecules 
How many vials needed to sum to 1 of each possible 24-mer: 
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2.8 x 1 0 14 molecules h- 2.5 x 1 0 15 molecules = 0.11 vial 

Put another way, every vial of Random Primer 24 sold by New England Biolabs 
would be expected to contain 9 copies of every possible 24-nucleotide sequence. 
Therefore, Random Primer 24 would contain every possible gene fragment imaginable 
that is 24 nucleotides in length, thus meeting the limitations of claims 37-40, 43, 44 and 
48, including the limitation of "at least 15 continuous nucleotides" recited in claims 38 
and 48. Furthermore, with regard to claim 50, Random Primer 24 is itself a kit (it was a 
commercially sold product at least as early as 1998). It could also be used for 
detecting, quantifying or identifying Vibrio vulnificus. For example, it could be used to 
make a labeled probe by random priming using a Vibrio vulnificus template nucleic acid. 

Response to Arguments 

Applicant's arguments filed 8/30/2007 have been fully considered but are not 
persuasive. Applicant relies on the amendment to the claims to overcome the rejection 
(section IV, page 13 of the response). The amendment does not overcome the 
rejection, as discussed in the rejection above. 

Applicant also argues that the NEB catalog does not disclose fragments having a 
nucleotide sequence of SEQ ID NO:3. This argument is not persuasive. As stated at 
MPEP2112: 

"The express, implicit, and inherent disclosures of a prior art reference may be 
relied upon in the rejection of claims under 35 U.S.C. 102 or 103. "The inherent 
teaching of a prior art reference, a question of fact, arises both in the context of 
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anticipation and obviousness." In re Napier, 55 F.3d 610, 613, 34 USPQ2d 1782, 1784 
(Fed. Cir. 1995) (affirmed a 35 U.S.C. 103 rejection based in part on inherent disclosure 
in one of the references). See also In re Grasselli, 713 F.2d 731, 739, 218 USPQ 769, 
775 (Fed. Cir. 1983)." 

Here, the examiner is relying on the inherent disclosure of the prior art reference. 
The reference evidences that a prior art product was sold as early as 1998, and that this 
product, because it contained all possible 24 nucleotide sequences, inherently 
contained nucleotide sequences meeting the limitations of the claims. 

Applicant further argues that, because the examiner's calculations were based 
on the average molecular weight of a DNA base pair, the results of the calculations are 
unreliable. This is not persuasive; the use of an average value is a perfectly acceptable 
practice in such calculations, particularly when there are only 4 possibilities of known 
molecular weight. 

Applicant argues that, just because Rothstein et al used the NEB product to 
detect a 123 bp fragment, this does not mean the NEB product contained 
polynucleotide fragments meeting the limitations of the claims. This argument is not 
persuasive. The examiner has presented a prima facie case for inherent anticipation. If 
Applicant wishes to submit evidence, such as failed attempts to synthesize a labeled 
probe using the NEB product with SEQ ID NO:3 as a template, such evidence would be 
more persuasive. Note that the claims only require a polynucleotide having a sequence 
of SEQ ID NO:3 (even a two nucleotide sequence) and that the polynucleotide comprise 
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two or more of those nucleotides found at the recited positions of SEQ ID NO:3 (see 
rejection under 35 U.S.C. 112, 1 st paragraph, above). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel Woolwine whose telephone number is (571) 
272-1144. The examiner can normally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

sew 

/Young J. Kim/ 
Primary Examiner 
Art Unit 1637 
Technology Center 1600 


